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August 14, 1997

Ms. Margaret 13inzer, Consumer Safety Officer
Regulatory Branch -- Division of Programs anti Enforcement Policy ‘;;~, -
Office of Special Nutritional l)~f~’’]:’&
Center for Food Safety and Applied Nutrition

{-1?. .—

HFS 456 0310 ’97 ~Ef’ 19 p~:~o
200 C. Street SW
Washington DC 20204

Dear Ms. Binzer:

This letter is in compliance with 403R6 of the Food Drug and Cosmetic .Act for our product,
ProstaCare.

The statement of nutritional support is: A pure, natural supplement formulated for men age 45
and older. In addition, the product advises:

This statement has not been evaluated by the Food and Drug Administration.
This product is not intended to diagnose, treat, cure, or prevent any disease.

Very truly yours,

Shir~y L<Gerard
Vice President.
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Shatdee Corporation

which studies indicate helps maintain the normal

process of inflammation.

Boron-plays a role in hormone metabolism required
for strong bones.

which contain the statutory statement on the following product:

Osteokinetics

I certifi that the foregoing is complete and accurate, and that Sha.klee Corporation
has substantiation that the statements are truthful and not misleading.

Very truly yours,

Christopher Jenseu MS, RD
Director, Health Sciences


